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Dear Mr. Wandel:

We have reviewed your Section 310(k) premarket notification ol'intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to Jegally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or 1o
devices that have been reclassitied in accordance with the provisions of the Federal IFoed, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, thercfore, market the device, subject o the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Pleasc note: CDRE does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading,.

If your device is classitied (sce above) into cither class 11 (Special Controls) or class 1 (PMA),
it may be subject o additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations. Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements cancerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial cquivalence determination does not mean
that I'DA has made a determination that your device complics with other requirements of the Act
or any Federal statutes and regulations administered by other FFederal agencies. You must
comply with all the Act's requirements. including. but not limited to: registration and listing {21
CI'R Part 807): labeling (21 CIFR Part 801): medical device reporting (reporting of medical
device-related adverse events) (21 CIFR 803); good manulacturing practice requirements as sct
forth in the quality systems (QS) regulation (21 CFR Part 820): and if applicable, the electronic
product radiation control pravisions (Sections 531-342 of the Act); 21 CFR 1000-1050.
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I vou desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manulacturers, International and Consumer Assistance at its 1oil-
{ree number (800) 638 2041 or (301) 796-7100 or at its Internet address

tpedw wew fidoeov/Medicol Devices/ResentreeslorY oufindustrs Adefauli.him, Also, please noie
the regulation eatitled. “Misbranding by reference (o premarket notification™ (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part §03). please go o

htp:www. tda.gov/Medical Devices/Saterv/ReportaProblemide fault.him for the CORH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hop:Awww. Ida.goviMedical Devices/ResaurcesforY ou/lndustryv/defauli,hum.

Sincerely yours.,

I
7

for
Janine M. Morris
Dircctor, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health
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indications for Use See PRA Slatement below.

510{k) Number (if known)
K 133663

Device Name
Nio Color 2MP {(MDNC-2221)

Indications for Use (Describe)
The N1O 2MP LED Display (MDNC-2221) is intended 10 be used in displaying and viewing digilal images for review by
trained medical practitioners. These devices must not be used in primary image diagnosis in mammography.

Type of Use (Select one or both, as applicable}
X Prescrplion Use (Part 21 CFR 801 Subpart D) [J over-The-Counter Use (21 CFR 801 Subpar C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED,

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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This section applies enly to requirements of the Paperwork Reduction Act of 1985,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated lo average 79 hours per response, including the
time to review instructions, search existing dala sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administralion

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

“An agenicy may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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